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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )^ Responsive to communication(s) filed on 01 August 2006 , 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-48 is/are pending in the application. 

4a) Of the above claim(s) 9.26-43 and 46-48 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-8.10-25.44 and 45 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Art Unit: 1646 

DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group I, claims 1-8, 10-33 and 44-45 in the reply filed on 
8/1/2006 is acknowledged. Applicants presented a copy of the office action of a co- 
pending application No. 10/990,246 and made a request for further restriction of group I 
(claims 1-8, 10-33 and 44-45) to the extent that they are drawn to a method of inhibiting 
gastrointestinal contractility in a mammal comprising administering to the mammal a 
polypeptide comprising amino acid residues 28-108 of SEQ ID NO: 2. 

Applicant's attorney Robyn Adams was contacted on 10/2/2006 and as per 
Applicant's request Group I, claims 1-8, 10-33, and 44-45, is being examined for a 
method of inhibiting gastrointestinal contractility in a mammal comprising administering 
to the mammal a polypeptide comprising amino acid residues 28-108 of SEQ ID NO: 
2(see Interview Summary). 

Because applicant did not distinctly and specifically point out the supposed errors 
in the restriction requirement, the election has been treated as an election without 
traverse (MPEP § 81 8.03(a)). 

Priority 

The later-filed application must be an application for a patent for an invention 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
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requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed applications, Application No. 60/416,719 filed on 
10/07/2002 and 60/416,718 filed on 10/07/2002, fail to provide adequate support or 
enablement in the manner provided by the first paragraph of 35 U.S.C. 1 12 for one or 
more claims of this application. Provisional Application No. 60/434,1 16 provides 
support for the instantly claimed invention of a method of inhibiting gastrointestinal 
contractility in a mammal comprising administering to the mammal a polypeptide 
comprising amino acid residues 28-108 of SEQ ID NO: 2. Therefore, the instantly 
claimed invention gets the priority of US 60/434,1 16 filing date 12/16/2002. 

Status of Application, Amendments, And/Or Claims 

Claims 1-48 are pending. 

Claims 9, 26-33, 34-43, and 46-48 are withdrawn for being drawn to a non- 
elected invention. 

Claims 1-8, 10-25 and 44-45 are being examined to the extent they read on the 
elected invention. 

Claim Objections 

Claims 4-6, 13-15, 21-23 and 44 are objected to because of the following 
informalities: 
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Claims 4-6, 13-15, 21-23 are objected for reciting the non-elected invention 
"stimulating gastrointestinal contractility". 

Claim 44 is objected for reciting non-elected sequences. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-8, 10-25 and 44-45 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for stimulating gastrointestinal 
contractility, does not reasonably provide enablement for inhibiting gastrointestinal 
contractility. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 

The first paragraph of 35 U.S.C. 112 states, "The specification shall contain a 
written description of the invention, and of the manner and process of making and using 
it, in such full, clear, concise, and exact terms as to enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the 
same...". The courts have interpreted this to mean that the specification must enable 
one skilled in the art to make and use the invention without undue experimentation. The 
courts have further interpreted undue experimentation as requiring "ingenuity beyond 
that to be expected of one of ordinary skill in the art" ( Fields v. Conover , 170 USPQ 276 
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(CCPA 1971)) or requiring an extended period of experimentation in the absence of 
sufficient direction or guidance ( In re Colianni , 195 USPQ 150 (CCPA 1977)). 
Additionally, the courts have determined that "... where a statement is, on its face, 
contrary to generally accepted scientific principles", a rejection for failure to teach how 
to make and/or use is proper (In re Marzocchi , 169 USPQ 367 (CCPA 1971). Factors 
to be considered in determining whether a disclosure meets the enablement 
requirement of 35 U.S.C. 112, first paragraph, have been described in In re Colianni . 
195 USPQ 150, 153 (CCPA 1977) and have been clarified by the Board of Patent 
Appeals and Interferences in Ex parte Forman , 230 USPQ 546 (BPAI 1986). Among 
the factors are the nature of the invention, the state of the prior art, the predictability or 
lack thereof in the art, the amount of direction or guidance present, the presence or 
absence of working examples, the breadth of the claims, and the quantity of 
experimentation needed. The instant disclosure fails to meet the enablement 
requirement for the following reasons: 

The Nature of Invention: The claimed invention is drawn to a method of 
inhibiting gastrointestinal contractility in a mammal comprising administering to the 
mammal a polypeptide comprising the amino acid sequence of amino acid residues 28- 
108 ofSEQ ID NO: 2. 

The state of the prior art and the predictability or lack thereof in the art: It is 
known in the art an intestinal contraction can be stimulated or inhibited to modulate 
food processing in the gut. Zhou et al teach that a polypeptide named Prokineticin-2 
can stimulate gastrointestinal contractility when administered to a mammal. 
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Prokineticin-2 is identical to the instantly claimed polypeptide of SEQ ID NO: 2. 
However, Zhou et al do not disclose that the peptide can inhibit gastrointestinal 
contractility. Therefore, it would not be predictable to use the instantly claimed 
polypeptide to inhibit gastrointestinal contractility. The instant specification does not 
teach that administering the instantly claimed polypeptide inhibits gastrointestinal 
contractility. Therefore, one skilled in the art would not be able to practice the claimed 
invention. 

The amount of direction or guidance present and the presence or absence of 
working examples: Given the teachings of the art, detailed teachings are required to 
be present in the disclosure in order to enable the skilled artisan to practice the 
invention commensurate in scope with the claims. These teachings are absent. At best 
the specification discloses that when the instantly claimed polypeptide is administered 
at high dose, it results in reduction in transit which may be due to a massive muscle 
contraction (page 96, Iines19-21 and Table 7). This causes the gut to slow down in 
transit. It is not reduction in gastrointestinal contractility, but rather is a result of higher 
stimulation of gastrointestinal contractility. Therefore, given the teachings in the 
specification, one of skill in the art cannot practice the instantly claimed invention. 
The breadth of the claims and the quantity of experimentation needed: Because 
the claims encompass a method of inhibiting gastrointestinal contractility in an 
individual by administering a polypeptide comprising the amino acid sequence of amino 

* 

acid residues 28-108 of SEQ ID NO: 2, in the light of the teachings of the art discussed 
and because of the supra lack of sufficient teachings in applicants' disclosure to 
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overcome those teachings, the specification is not enabling for a method of inhibiting 
gastrointestinal contractility. However, this rejection could be overcome by replacing 
the claim language of "inhibiting contractility" with language in which transit through the 
gastrointestinal tract is inhibited. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 10, 18, and 44 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Regarding claims 1, 10, 18, and 44, the phrase "modulating" renders the claim 
indefinite because it is unclear whether the term "modulation" is increase in 
gastrointestinal contractility or it is a decrease in gastrointestinal contractility. Therefore, 
the metes and bounds of the claim cannot be determined. 

Double Patenting 

Claims 1-8, 10-25 and 44-45 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable overclaims 1-20 
of copending Application No. 10/990,246. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the instant claims are 
drawn to a method of modulating gastrointestinal contractility (claims 1, 10, 18, 44), 
inhibiting gastrointestinal contractility (claims 2, 11, 19), inhibiting gastric emptying 
(claims 13-15), or inhibiting intestinal transit (claims 21-24) in a mammal comprising 
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administering the amino acid sequence of amino acid residues 28-108 of SEQ ID NO: 2. 
The claims of co-pending Application No. 10/990,246 are drawn to methods of 
stimulating gastrointestinal contractility or treating gastroparesis in a mammal 
comprising administering to the mammal a polypeptide comprising amino acid 
sequence of aa residues 20-108 of SEQ ID NO: 2 (claims 1-20). Although some of the 
claim language in Application No. 10/990,246 are drawn to "stimulating or treating" 
rather than "inhibiting", the method steps and peptides recited are exactly the same, and 
because there is no difference in dosage requirement for the instantly claimed method 
of inhibiting gastrointestinal contractility, the scope of the application are the same. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-8, 10-25 and 44-45 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Zhou et al. (US200201 15610A1 Published on 08/22/2002) effective filing 
date 1 1/3/2000 of US 60/245,882. 

Claims 1-8, 10-25 and 44-45 are drawn to a method of modulating or inhibiting 
gastrointestinal contractility in a mammal comprising administering to the mammal a 
polypeptide comprising the amino acid sequence of amino acid residues 28-108 of SEQ 
ID NO: 2. 
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Zhou et al teach a polypeptide named Prokineticin-2 comprising the amino acid 
sequence of SEQ ID NO: 5 (encoded by the nucleic acid sequence of SEQ ID NO: 4) 
which has 100% sequence identity with the instantly claimed polypeptide of SEQ ID NO: 
2 (see sequence alignment in Appendix-A). Zhou et al teach that the polypeptide can 
stimulate Gl smooth muscle contraction, and that one skilled in the can determine an 
appropriate length of the peptide for the application [0080]. Zhou et al do not explicitly 
teach that the polypeptide can inhibit Gl contractility. However, the polypeptide and the 
method steps taught by Zhou et al are the same as being instantly claimed. Therefore, 
the teachings of Zhou et al inherently meet all the limitations of the instantly claimed 
invention. 



Conclusion 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gyan Chandra whose telephone number is (571) 272- 
2922. The examiner can normally be reached on 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol can be reached on (571 ) 272-0835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Gyan Chandra, Ph.D. 
Art Unit 1646 
5 October 2006 
Fax: 571-273-2922 
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